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Downstate Clinical PET Center ‘

The Methodist Medical Center of Illinois
Attention: Cathy L. Bingham, RN., B.S.N.
Coordinator, PET Imaging :
112 Crescent Avenue

Peoria, Illinois 61506

Dear Ms. Binghamu:

Please refer to your new drug application (NDA) dated March 24, 2000, received
March 30, 2000, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act
for Fludeoxyglucose F-18 Injection. '

We acknowledge receipt of your facsimile transmission dated May 26, 2000, in which you

agreed and accepted the FDG F-18 Injection labeling published in the Federal Register Notice
of March 10, 2000. ‘

This new drug application provides for the use of Fludeoxyglucose F-18 Injection for the
following indications:

1. Assessment of abnormal glucose metabolism to assist in the evaluation of malignancy in
patients with known or suspected abnormalities found by other testing modalities, or in
patients with an existing diagnosis of cancer. '

2. Assessment of patients with coronary artery disease and left ventricular dysfunction, when
used together with myocardial perfusion imaging, for the identification of left ventricular
myocardium with residual glucose metabolism and reversible loss of systolic function.

We have completed the review of this application and have concluded that adequate information
has been presented to demonstrate that the drug product is safe and effective for use as
recommended in the agreed upon enclosed labeling text. Accordingly, the application is
approved effective on the date of this letter. '

The final printed labeling (FPL) must be identical to the enclosed labeling (text for the package
insert). Marketing the product with FPL that is not identical to the approved labeling text may
render the product misbranded and an unapproved new drug.

Please submit 20 copies of the FPL as soon as it is available, in no case more than 30 days after it
is printed. Please individually mount ten of the copies on heavy-weight paper or similar

material. For administrative purposes, this submission should be designated "FPL for approved
NDA 20-306." Approval of this submission by FDA is not required before the labeling is used.




NDA 20-306
Page 2

In addition, please submit three copies of the introductory promotional materials that you
propose to use for this product. All proposed materials should be submitted in draft or mock-up
form, not final print. Please submit one copy to this Division and two copies of both the
promotional materials and the package insert directly to:

Division of Drug Marketing, Advertising, and Communications, HFD-40
Food and D'rug Administration ‘ :
5600 Fishe:s Lane

Rockville, Maryland 20857

Please note, if you choose to use a proprietary name for this product, the name and its use in the
label must conform to the specifications under 21 CFR 201 .10 and 201.15. We recommend that
you submit any proprietary name to the Agency for our review prior o its implementation.
Please submit one market package of the drug product when it is available.

We remind you that you must comply with the requirements for an approved NDA set forth
under 21 CFR 314.80 and 314.81.

If you have any questions, call Thuy M. Nguiyen, M.P.H, Regulatory Health Project Manager,
at (301) 827-7510.

‘Sincerely..

Y |y A

Director, Division of Medical Imaging and
Radiopharmaceutical Drug Products

Office of Drug Evaluation III

Center for Drug Evaluation and Research
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